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the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70.17)): 
Description, pages: 

1-100 as originally filed 

Claims, No.: 

1-24 as originally filed 

Drawings, sheets: 

1/1 83-1 83/1 83 as originally filed 

Sequence listing part of the description, pages: 

1-115 (SEQ ID NOs. 1-116), as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
552 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

IS contained in the international application in written form. 

IS filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 
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□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 
H claims Nos. 1-24 (parttaly). 

because: 

□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination {specify): 

□ the description, claims or drawings (indicate particular elements betotfi or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

3 no international search report has been established for the said claims Nos. 1-24 (partialy). 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been furnished or does not comply with the standard. 

IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees the applicant has: 
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□ restricted the claims. 
H paid additional fees. 

□ paid additional fees under protest. 

□ neither restricted nor paid additional fees. 

2. □ This Authority found that the requirement of unity of invention is not complied and chose, according to Rule 

68.1 , not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 1 3.1 , 1 3.2 and 1 3.3 is 

□ complied with. 

□ not complied with for the following reasons: 

4. Consequently, the following parts of the international application were the subject of international preliminary 
examination in establishing this report: 

IS ail parts. 

□ the parts relating to claims Nos. . 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or Industrial applicability; 
citations and explanations supporting such statement 



Statement 



Novelty (N) 



Yes: 
No: 



Claims 
Claims 



13-24 (partially) 
1-12 (partially) 



Inventive step (IS) 



Yes: 
No: 



Claims 
Claims 



1-24 (partially) 
1-24 (partially) 



Industrial applicability (IA) 



Yes: 
No: 



Claims 
Claims 



2. 



Citations and explanations 
see separate sheet 



VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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The application concerns the provision of a N. meningitidis polynucleotide and polypeptide 
sequences suitable for immunisation purposes. 

Re 'tern III 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

III. -I A search report has not been established for claims 1-24 partially, particularly to 
SEQ ID NOs. 29-64, corresponding to Fhu ORF, Rni5 ORF and Rth17-Rth21 ORF. 



Re Item IV 

Lack of Unity of Invention 

As laid out in the invitation to pay additional fees, the application is considered to 
consist of three separate inventions: 

Invention 1 : Claims 1-24 (all partially) 

Isolated polypeptides/polynucleotides as provided in SEQ ID NOs. 1-26, 
corresponding to the DsbA ORF (alleles 1-4) from N. meningitidis polynucleotides 
and their corresponding polypeptides. 

Invention 2: Claims 1-24 (all partially) 

As Invention 1 for SEQ ID NOs. 27 and 28, corresponding to the FhaB ORF. 
Invention 6: Claims 1-24 (all partially) 

As Invention 1 for SEQ ID NOs. 65-90, corresponding to the TolC ORF (alleles 1-3). 



Re Item V 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step r 
industrial applicability; citations and explanations supporting such statement 

** V.1 Reference is made to the following documents; 
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D1 : WO 92 03467 A (UNIV NORTH CAROLINA) 5 March 1 992 (1 992-03-05) 
D2: ALA'ALDEEN D A A: 'VACCINES AGAINST NEISSERIA MENINGITIDIS: 

PAST, PRESENT AND FUTURE* BIOTECNOLOGIA APLICADA, vol. 13, no. 

1, 1996, page 1-7 XP002052679 ISSN: 1027-2852 
D3: GOMEZ J A ET AL: 'Antigenicity, cross-reactivity and surface exposure of the 

Neisseria meningitidis 37 kDa protein (Fbp)' VACCINE, vol. 14, no. 14, 1996, 

page 1340-1346 XP004070969 ISSN: 0264-41 OX 
D4: WO 90 06696 A (RIJKINSINSTITUUT VOOR VOLKSGEZ jPRAXIS BIOLOG 

INC (US)) 28 June 1990 (1990-06-28) 
D5: WO 97 28273 A (NORTH AMERICAN VACCINE INC) 7 August 1997 (1 997-08- 

07) 

D6: EMBL databases; Heidelberg, Germany 18-05-99 AC = AF121772. Neisseria 
meningitidis NatD (natD) and NatC (natC) genes, complete cds. From nt 1714- 
3117XP002156086 



V.2 Novelty - Art.33iH and (2\ PCT - 

V2.1 Invention 1: Claims 1-24 (partially) 

SEQ ID NOs. 1-26, corresponding to the DsbA ORF of N. meningitidis are not 
• anticipated by the prior art. The closest sequence disclosed is P52234, 
displaying 29% identity over 194 amino acids Claims 1-24 (partially) are 
therefore considered to be novel. 

V.2.2 Invention 2: Claims 1-24 (partially) 

SEQ ID NOs. 27 and 28, corresponding to the FhaB ORF of N. meningitidis are 
not anticipated by the prior art. The closest sequence disclosed is P12255, 
displaying 32% identity over 31 amino acids Claims 1-24 (partially) are 
therefore considered to be novel. 

V.2.3 Invention 3: Claims 1-24 (partially) 

SEQ ID NOs. 65-90, corresponding to the TolC ORF of N. meningitidis are 
anticipated by the sequence AF121772 disclosed in D6. This sequence is 
identical to SEQ ID NOs. 65, 67 and 71 (99.8%, 99.6% and 100% respectively). 
The polypeptide sequence is identical. Claims 1-12 (partially) therefore lack 
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novelty in light of D6. Claim 13-24 (partially), however, appear to be novel. 
v 3 Inventive Step - Art.33m and (ft) prrr 

V.3.1 Invention 1: Claims 1-24 (partially) 

As SEQ ID NOs. 1-26 are not anticipated by the prior art and the polypeptides 
thereof appear to have potential as vaccine proteins (Example 2), inventive step 
is acknowledged for claims 1-24 (partially). 

V.2.2 Invention 2: Claims 1-24 (partially) 

: Although the proposed polynucleotide and/or polypeptide sequences SEQ ID 
NOs. 27 and 28 have not been previously disclosed, there is no worked 
example demonstrating that the claimed subject matter has the desired function 
of providing a suitable vaccine for immunisation against N. meningitidis. In order 
to recognise inventive step, the IPEA is obliged to satisfy itself that the problem 
underlying an application is indeed solved by the claimed compounds/methods. 
This requirement is not met by the subject matter of claims 1-24 (partially). 

V.2.3 Invention 3: Claims 1-24 (partially) 

The above objections to inventive step for Invention 2 are applied to Invention 
3 mutat,s mLrta "dis. Furthermore,- the prior art discloses extensively polypeptide 
which are suitable vaccines against N. meningitidis (see D2-D5). The use of a 
known polypeptide for immunisation purposes is not considered to demonstrate 
any inventive step, particularly in the absence of worked examples or 
comparative data demonstrating any advantages of the protein corresponding 
to SEQ ID NOs 65-90 over the prior art. 



Re Item VIII 

Certain observations on the international application 



VIII. 1 



Claim 15 is dependent on the host cell of claim 18, which refers to a vaccine 
composition, rendering claim 15 unclear (Article 6 PCT). 
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